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[Client Logo]               Document Control Procedure


1 Purpose

To describe the system of document management, to ensure that processes are clearly defined and to ensure that only current, authorised documentation is in use within the organisation.
This procedure applies to all employees of the [Client Logo] facility who have been trained to the procedure, and have demonstrated competency.
2 References / Definitions
2.1 References
Insert list of referenced SOP and documents here

2.2 Definitions /Abbreviations
	Document Control Number (DCN)
	This is a unique number that identifies any piece of controlled documentation.

	Document Register
	An electronic document register containing details of controlled documentation, in relation to their current status, number of copies in circulation and location. This Register also contains links to electronically stored documents.

	Controlled Copy
	A document which has been allocated a CCN and has been printed and issued to a specific location.  

	CCN
	Controlled Copy Number

	DCT
	Document Communication Template

	DCN
	Document control number

	DCR
	Document Change Request

	Document Control System
	The system whereby documentation used in the organisation is controlled so that only current authorised documentation is in use.

	Document Owner
	Person responsible for review and approval of documents prior to being document controlled.

	QO
	Quality Officer

	QM
	Quality Manager


3 Flow-chart of Process















4 Write the document

Document Templates must be used for the writing of all documents.  

Documents must be written clearly to minimise the risk of misinterpretation and error. Documents must not be hand-written. All critical steps in a process must be defined within the document.
5 Uniquely identify document
All controlled documents must be titled, and must be identified by a unique document control number 
5.1.1 
 Assign Document Control Number
The Document Control Number should follow the outlined format “[Client name abbreviation]-X-YYY”, (where ‘[Client abbreviation]’ = [Client name]’, ‘X’ = the Document Code, and ‘YYY’ is the Document Control number). Document Control numbers are assigned by the QO to all new documents.
	CODE
	TYPE OF DOCUMENT

	A
	Assessment Record

	EQ
	Equipment Maintenance procedure

	F
	Form \ Record

	MS
	Material Specification

	P
	Policy

	S
	Standard Operating Procedure

	TEM
	Template

	VP
	Validation Protocol

	WI
	Work Instruction


5.1.2 Version the document

Documents change over time and each change of documentation must be controlled, so that staff are only using the current version of a document. 
       The Version number is recorded as consecutive numbering, e.g. first version being 001. 
6 Review the document
Documents must be reviewed on a regular basis to ensure that the information that they contain is relevant to current work practices. The following document types must be reviewed as a minimum, once every 2 years;

· Policies

· Standard Operating Procedures

· Work Instructions

· Forms / Records

· Equipment Maintenance Procedures

· Material Specifications
	 Step
	Description

	1
	Notify the Document owner of any required changes to document, using the Document Change Request email template.
This is not applicable for new documents.

	2
	Document owner accepts, or rejects the proposed change.

If the proposed change is.........

then..........

accepted

· Register the change
·  Record actions to be taken in the register

· Notify the initiator of the change that their proposal has been accepted.
rejected
Provide feedback as to why the proposal was rejected.



	3
	If the document is.........

then..........

new

all relevant stakeholders are to review the document prior to document authorisation.
due for its 2 yearly review

· QO emails document to all relevant stakeholders. Documents are to be sent for review a minimum of 1 month prior to the review date.
· Document owner reviews and revises document to incorporate all DCRs.


	4
	Close the change request in the Register when the document has been revised and approved for document control.




7 Approve the document
All documents must be reviewed and approved by the Document Owner.  All documents must be authorised for document control by the QM. This process must be followed for new documents, revised documents and documents to be archived
	 Step
	Description

	1
	Approval Process:

· QO, or staff member sends an email to the document owner with the document linked, or embedded as an object in to the completed Document Approval form
· The document owner reviews the document, and either approves the document, or recommends changes to the document. 
· If changes are required, the document owner forwards the email to the sender, stating that the document is not approved, with an explanation / instructions for revision.

· If the document is approved, the document owner forwards the email to the QM, with the words ‘Reviewed and approved’ typed in to the email. (Note: the document owner’s email signature must appear at the bottom of the email.)

	2
	Authorisation Process:
· QM receives document approval email from the document owner.
· QM reviews document and either;

· Recommends changes to the document by forwarding the email to the document owner with an explanation / instructions for revision, or

· Forwards to the QO with the words ‘Authorised for document control’ typed in to the email. The QM signature must appear at the bottom of the email.

	3
	QO must save the approved document and the approval and authorisation emails to the Document folder. 


8 Register the document
It is the responsibility of the QO to maintain the Document Register.

When notified of a new or revised document to be document controlled;

	 Step
	Description

	1
	Insert a new row underneath the last entry for the relevant document type, and enter the document details. For new documents, assign the next available DCN

	2
	Create a document folder and save the document. Create a sub-folder for the document authorisations and transmittals. (Note: only necessary for new documents, as folders should otherwise exist).

	3
	The status of the document will remain as ‘Draft’, until the effective date of the document has been reached.



	4
	Check that the correct document template has been used to create the document

	5
	Enter the review date (2 years from the effective date).



	6
	If the document is.........

then..........

new

insert the names of staff that will need to be notified of the document release in to the ‘Email Distribution List’ column. Insert Hyperlink to the  Document  folder
a revised document
on the effective date of the revised document, change the previous document version status field to ‘Superseded’
to be archived

· Remove all rows relating to the document from the Document Register

· Destroy all hard copies of the document that have been issued, and document this on the Document Transmittal form. 

· Save the document  and all associated document control forms (eg approval and transmittal forms) to the Document Archival folder.
 

	7
	Insert Hyperlink to the document.



9 Print controlled copies 
All documents must be controlled so that only the current versions of documents are available to staff for use. Where electronic copies of documents have been made available to staff, staff must not save the documents for any purpose other than document review. 
Note: Forms and records are not to be printed as controlled documents.
Staff:

	Step
	Description

	1
	Notify the QO detailing;
· The title and DCN of the document
· The number of controlled copies required

· The location where the controlled copies will be kept


QO:

	Step
	Description

	1
	Allocate a CCN to each document copy requested.

	2
	Print the required number of copies. The CCN can be either typed in to the document prior to printing, or be hand-written in to the document footer. The QO is to initial and date the CCN, using blue pen only.

	3
	Complete the Document Transmittal Form. 

	4
	Deliver the controlled copies.


10 Manage the Document
Documents must be managed to ensure that only current versions of documents are available for staff use.

	1
	On the effective date of the document.

· Controlled copies of previous versions, are to be removed from the work place and destroyed.

· For forms and records, check that there are no previous versions in the work area


11 Communicate document release to staff
	1
	Complete the Document Communication Template

	2
	If the document is.........

then..........

a form, or record

tick ‘For your information only’.
a new procedure

tick ‘Read & Acknowledge’

a revised procedure and the content has changed
tick ‘Read & Acknowledge

revised procedure and the content has not changed significantly

tick ‘For your information only’.



	
	Staff are responsible for signing the DCT prior to the effective date of the document, or where this is not possible, recording the reason for this on the DCT.
If you have ticked.........

then..........

For your information only’
· Attach document to an email and send to staff in the email distribution list of the Document Control Register

· DCT is not sent to staff but saved in Document control folder
Read & Acknowledge

· Print DCT and document. Attach document to DCT and distribute to staff 

· Quality officer upon return of the signed DCT will file to the DCT folder.



 Staff must be shown to be competent in all of their assigned work tasks, therefore there must be records to demonstrate that staff are aware of new procedures, or any changes to a procedure.
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